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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 04 February 2004 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) KI Claim(s) 7-24 is/are pending in the application. 

4a) Of the above claim(s) 16-20 and 22-24 is/are withdrawn from consideration. 

5) KI Claim(s) 7-9 is/are allowed. 

6) [x] Claimfs) 1-6,10-15 and 21 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) H The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)[x] All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. £3 Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) H Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P er No(s)/Mail Date. . 

3) IE Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) □ Notice of lnformal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date 04192001 . 6) □ Other: . 



U.S. Patent and Trademark Office 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Group I, claims 1-1 5 and 21 , in Paper No. 
02042004 is acknowledged. The previously made election of species is hereby 
withdrawn; the entire structure of claim 1 was searched. Applicants are advised to 
contact the Office of Initial Patent Examination to inquire about the corrected filing 
receipt. Their number is (703) 308-1202. 

Priority 

2. The current application filed on December 29, 2000 is a 371 of PCT/IL99/00096 
filed on February 16, 1999, which in turn claims priority to Israeli application, IL 123429 
filed on February 24, 1998. 

Information Disclosure Statement 



3. The information disclosure statement filed April 19, 2001 has been considered. 
Please see the attached initialed PTO-1449. References lined though on the 1449 were 
either repeats or irrelevant. The ones deemed irrelevant had to do with blood 
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purification and one has to do with a nuclear reactor door, 
been meant for another case. 

Specification 

4. The disclosure is objected to because of the following informalities: No brief 
description of the drawings is present and there are no headings as used in US practice 
Appropriate correction is required. 

Claim Rejections - 35 USC §112- Second Paragraph 

5. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claim 1 2 provides for the use of the DIP in the preparation of a medicament, but, 
since the claim does not set forth any steps involved in the method/process, it is unclear 
what method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim 12 is rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
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These references may have 
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35U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

7. Claims 13-15 are rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01. The omitted steps are: all of them, that is, there are no 
method steps specified in these method claims. 

8. Claim 21 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
in that it fails to point out what is included or excluded by the claim language. This claim 
is an omnibus type claim. 

Claim Rejections - 35 USC §112- Written Description 

9. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

10. Claims 1-6, 10-15 and 21 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
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was filed, had possession of the claimed invention. The final clause of claim 1 recites 
functional equivalents thereof. This is what lacks adequate written description. 

The Court of Appeals for the Federal Circuit has recently held that a "written 
description of an invention involving a chemical genus, like a description of a chemical 
species, 'requires a precise definition, such as be structure, formula [or] chemical 
name,' of the claimed subject matter sufficient to distinguish it from other materials." 
University of California v. Eli Lilly and Co., 1997 U.S. App. LEXIS 18221, at *23, quoting 
Fiers v. Revel, 25 USPQ2d 1601, 1606 (Fed. Cir. 1993) (bracketed material in original). 

Just as the claims at issue in L/C v. Lilly defined the invention by the function of 
the claimed DNA (encoding insulin), the instant claims define the claimed products only 
by their functional properties. The court held this sort of functional definition insufficient. 
"In claims involving chemical materials, generic formulae usually indicate with specificity 
what the generic claims encompass. One skilled in the art can distinguish such a 
formula from others and can identify many of the species that the claims encompass. 
Accordingly such a formula is normally an adequate description of the claimed genus. In 
claims to peptides, however, a generic statement such as "functional equivalent 
thereof, without more, is not an adequate written description of the genus because it 
does not distinguish the genus from others, except by function. It does not specifically 
define any of the peptides that fall within its definition. It does not define any structural 
features commonly possessed by members of the genus that distinguish them from 
others. One skilled in the art therefore cannot, as one can do with a fully described 
genus, visualize or recognize the identity of the members of the genus. A definition by 
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function, as we have previously indicated, does not suffice to define the genus because 
it is only an indication of what the gene does, rather than what it is." UC v. Lilly, at *24- 
*25. The same reasoning applies to the claimed functional equivalents; thus the above 
claims lack adequate written description. 

Claim Rejections - 35 USC § 112 - Enablement 

11. Claims 1-6, 10-15 and 21 are rejected under 35 U.S. C. 1 12, first paragraph, 
because the specification, while being enabling for peptides of the RY domain, does not 
reasonably provide enablement for the functional equivalents thereof. The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the invention commensurate in scope with these 
claims. 

The instant claims read on peptides defined by a general formula as well as 
"functional equivalents thereof." Thus, the claims read on any peptide that is nine 
amino acids long since the function has not been specified. The scope of the instant 
claims is not commensurate with the enablement of the instant disclosure, because 
practice of the claimed invention would require undue experimentation by an artisan of 
ordinary skill in the art. The instant specification is not enabling for claims drawn to 
"functional equivalents thereof." 

The factors to be considered in determining whether undue experimentation is 
required are summarized In re Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 
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The court in Wands states: "Enablement is not precluded by the necessity for some 
experimentation such as routine screening. However, experimentation needed to 
practice the invention must not be undue experimentation. The key word is 'undue, 1 not 
'experimentation.' " (Wands, 8 USPQ2d 1404). Clearly, enablement of a claimed 
invention cannot be predicated on the basis of quantity of experimentation required to 
make or use the invention. "Whether undue experimentation is needed is not a single, 
simple factual determination, but rather is a conclusion reached by weighing many 
factual considerations." (Wands, 8 USPQ2d 1404). The factors to be considered in 
determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction or guidance presented, (3) the 
presence or absence of working examples, (4) the nature of the invention, (5) the state 
of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. 

In the instant case, (1) the amount of experimentation is large because the 
number of peptides that might be functionally equivalent is huge and the equivalent 
function has not been specified; (2) the amount of guidance provided by the 
specification is zero since only a general description of what is intended is presented on 
page 7. One of skill in the art would have no idea what structural characteristics might 
make one peptide be a functional equivalent and another not. Continuing, (3) the 
specification is totally devoid of any working examples; as for the next Wands factor, (4) 
the nature of the invention is the discovery of the RY domain of bcl proteins that have 
apoptosis-inhibiting properties. The prior art (5) shows no prior recognition of the RY 
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domain, in fact, other domains right around it have been recognized but not this domain; 
(6) the relative level of skill in this art is very high; (7) the predictability of the art is nil 
since there is no knowledge upon which to base predictability. Finally, (8) the claims 
are enormously broad because the functional equivalents need not even be 
nonapeptides. 

Based on this analysis, the conclusion that it would require undue 
experimentation to practice the instant invention is inescapable. 

Conclusion 

12. Claims 7-9 are allowed. The prior art of record neither teaches nor suggests the 
claimed peptides. 

13. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert A. Wax whose telephone number is (571 ) 272- 
0623. The examiner can normally be reached on Monday through Friday, between 9:00 
AM and 5:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher S. F. Low can be reached on (571) 272-0951 . The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Robert A. Wax 
Primary Examiner 
Art Unit 1653 



